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EXAMINER'S AMENDMENT 

An Examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 
1.3 12. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
Rosemarie R. Wilk-Orescan on July 14, 2005. 

As a result of the following amendment, the claims which stand allowed in the present 
application are claims 1-4, 7-26, 29, 31, 32 and 35-66. 

The application has been amended as follows: 

In the Claims: 

In claim 1, "a) inhibiting the lipolytic activity of hormone sensitive lipase against ...as 
well as citrate or malonyl-CoA; and/or" (lines 2-8) has been deleted; 

In claim 1, at lines 9, 1 1 and 12, "d)'\ "e)" and "f>" have been deleted; 
Claims 27 and 28 have been canceled; 

In claim 29, line 1, "27" has been changed to — 1— , and line 3, "obesity," has been 
deleted; and 

Claims 30, 33 and 34 have been canceled. 

Examiner's Comments 

The above amendments have been made to avoid any potential issues under 35 U.S.C. § 
102/103 over the disclosure of U.S. Patent 6,267,952 (Mandeville, et al), a newly discovered 
reference. 
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Mandeville et al. teach methods for treating obesity in a patient by administering a 
patient an effective amount of a polymer that has been substituted with one or more groups that 
inhibit lipases, which are enzymes that are responsible for the hydrolysis of fat (see the abstract). 
One such compound taught by the patentees is represented in claims 1-5 of the patent: 

csaiic gro&p; 

Z is m oxygea, alkykce, s«lfer. — SQ 3 — , ^CO*— . 
— i-NR 2 -—, ^-CONR 2 -^, — P0 4 H— ar a spacer group; 
and 

^ R 1 is a&y&ogen. as uas&sumted oraubs&uted aUphaac 
group or uflsa bsututed or ^bs&tu fcd aromatic group - . 
Wfeftt is claimed : j& 2. "R* method of claim 1, wherein fee polymer is a 

t A asefeod for treating obes&y its amammaV oomphsing polyacrylamide, a polyvinyl alcohol, a polyether or a poly 

: :&e : sJ€p:bf Olivia 

mm of * poiymt afcsututed w*: # leasi <** group *s 3 %c mcthod ^ ^ 2 ^ polymcr k a 

haviag the followicg structure: copolymer 

oh 4, The metliotf of claim 1, whereas the polymer is a 

oo-a^mittfeJered with a fat-bin3ing polymer; 



(compare the structure that set forth in present claim 1, where R 1 and R 2 may be hydrogen and R 3 
may be various aliphatic or aromatic . groups, which may be substituted by various substituents, 
such as "oxo"). 

The claims as amended would not be anticipated by the teachings of Mandeville et al. 
because the only patient taught for treatment by the patentees is an obese patient, (e.g., see col. 1, 
lines 48-63 and col. 9, lines 46-56) while the present claims are directed to i) increasing insulin 
sensitivity in adipose tissue, skeletal muscle, liver or pancreatic 13 cells; and/or ii) modulating 
insulin secretion from pancreatic B cells; and/or iii) inhibiting male fertility ... [by] administering 
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to a patient in need of such method .... Therefore, the patient populations of the claimed 
methods are either diabetic patients, e.g., in need of increased insulin sensitivity or modulated 
insulin secretion, or male patients in need of inhibited fertility. Neither of these patients are 
necessarily taught by the patentee and thus the claims are not anticipated by the patent. 

Also, while it may be proposed that some diabetic patients are obese and it may have 
been "obvious" to administer the boron compounds of Mandeville et al. to such patients for the 
purpose of treating obesity or inhibiting lipase, such would not support a conclusion of 
obviousness given that the present claims require the objectives of i) increasing insulin 
sensitivity in adipose tissue, skeletal muscle, liver or pancreatic 13 cells; and/or ii) modulating 
insulin secretion from pancreatic fl cells, which could not be inherent in the "obvious" diabetic 
host. 

In particular, it has been held that inherency must be a necessary result and not merely a 
possible result. In re Oelrich (CCPA 1981) 212 USPQ 323. Here, if the Examiner were to 
conclude that the use of the claimed actives in a host not specifically taught by the reference 
"would have been obvious", such a conclusion would be, in essence, creating a possible host and 
thus not a host that necessarily exists in the reference. If the host does not necessarily exist, 
logic dictates that any physiological function or drug effect that would be present in such a host 
would also be only a possible function or effect and most certainly not a function or effect that 
would be necessarily present. 

The Examiner is guided in his opinion by MPEP § 21 12(1 V) "The fact that a certain 
result or characteristic may occur or be present in the prior art is not sufficient to establish the 
inherency of that result or characteristic. In re Rijckaert, 9 F.3d 1531, 1534, 28 USPQ2d 1955, 
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1957 (Fed. Cir. 1993) ( reversed reiection because inherency was based on what w ould result due 
to optimization of conditions, not what was necessarily pr esent in the prior art)"(emphasis 



added). 



Accordingly, claims 1-4, 7-26, 29, 31, 32 and 35-66 stand allowed. 

Any inquiry concerning this communication or earlier communications from the 



examiner should be directed to Raymond J. Henley III whose telephone number is 571-272- 
0575. The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on 571-272-0951 . The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-21 7-9 197(toll-free). 
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